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The MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent terni adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 03 October 2007 . 
2a)l3 This action is FINAL. 2b)n This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1.5-7.9,10,13-15,17.18.20.21 and 23 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 1.5-7,9. 10, 13-15, 1 7, 18,20.21 and 23 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)\Z\ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing{s) is objected to. See 37 CFR 1, 121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)\J None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) K Notice of References Cited (PTO-892) 4) □ Inten/iew Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Infonmal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 
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DETAILED ACTION 

Applicant filed a response to the Non-Final Action of April 10, 2007 on October 3, 2007. 
Claims 2-4; 8, 1 1, 12, 16, 19, 22 are cancelled. Claims 1, 5, 9, 14, 17, 18, 20, 21 are amended. 

Claims 1, 5-7, 9, 10, 13-15, 17, 18, 20, 21, 23 are under consideration. 

It is noted that Applicant has not included claim 23 in the claims amended October 3, 
2007 (see claims filed December 16, 2003, also Office Action, April 10, 2007, page 2). In the 
interest of compact prosecution, the Examiner will respond to Applicant's amendment in the 
following Office Action. Applicant is reminded that claim amendments must include a complete 
listing of all claims ever presented in the application, or risk non-entry of amendments (37 CFR 
1.121). 

Claim Objections 

Claim 23 is objected under 37 CFR 1.75 as being a substantial duplicate of claim 9. 
When two claims in an application are duplicates or else are so close in content that they both 
cover the same thing, despite a slight difference in wording, it is proper after allowing one claim 

to object to the other as being a substantial duplicate of the allowed claim. See MPEP § 
706.03(k). 

Withdrawn Rejections 

35U.S.C§101 

Applicant's arguments, see page 5 of Applicant's response, filed October 3, 2007, with 
respect to the rejection of claims 17 and 18 have been fiiUy considered and are persuasive. 
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Applicant has amended the claims such that they are not drawn to non-statutory subject matter. 
The rejection of claims 17 and 1 8 has been withdrawn . 

Applicant's arguments, see amendment to the claims, filed October 3, 2007, with respect 
to claims 1, 3-15, 17, 18, 20, 21, 23 have been fully considered and are persuasive. Applicant 
has amended the claims such that the claims are dravm to yeast and no longer encompass 
multicellular organisms, which raised issues of specific and substantial utility. The rejection of 
claims 1, 5-7, 9, 10, 13-15, 17, 18, 21, 23 has been withdravm . It is noted that the rejection of 
claims 3, 4, 8, 1 1, 12 is withdrawn as the claims have been cancelled. 

35 U.S.C. § 112, 1'^parag.y New Matter 

Applicant's arguments, see page 5 of Applicant's response, filed October 3, 2007, with 
respect to the rejection of claims 1, 3-15, 17, 18, 20, 21, 23 have been fully considered and are 
persuasive. Applicant indicates that the claims are directed to yeast and not to multicellular 
organisms. The rejection of claims 1, 5-7, 9, 10, 13-15, 17, 18, 21, 23 has been withdrawn . It is 
noted that the rejection of claims 3, 4, 8, 1 1, 12 is withdravm as the claims have been cancelled. 

35 U.S. C. § 112, f^parag., Enablement 

Applicant's arguments, see page 6 of Applicant's response, filed October 3, 2007, with 
respect to the rejection of claims 1, 3-15, 17, 18, 20, 21, 23 have been fully considered and are 
persuasive. Applicant indicates that the claims have been amended and are now drawn to yeast. 
The rejection of claims 1, 5-7, 9, 10, 13-15, 17, 18, 21, 23 has been withdrawn. It is noted that 
the rejection of claims 3, 4, 8, 11, 12 is withdrawn as the claims have been cancelled. 
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New/Maintained Rejections 
Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1, 5-7, 9, 10, 13-15, 17, 20, 21, 23 remain rejected in modified form under 35 
U.S.C. 1 12, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. 

Applicant's arguments, see page 6 of Applicant's response, filed October 3, 2007, with 
respect to the rejections of claims 1, 3-17, 20, 21 have been fully considered and are persuasive 
in part . 

With regard to the rejection as it applied to claim 1 1 for lacking clarity for what is meant 
by "phenotyping," Applicant indicates that claim 1 1 has been cancelled. The rejection of claim 
1 1 is withdrawn as the claim is cancelled. 

With regard to the use of the phrase, "modified expression," in claim 5, Applicant 
indicates that claim 5 has been amended such that "modified expression" refers to the expression 
in step a) of claim 1 . The amendment is persuasive and thus, the rejection of claim 5 is 
withdrawn . 

With regard to the rejection of claim 12 for lacking clarity as to why an artisan would 
reduce gene expression in the control organism, Applicant has cancelled claim 12. The rejection 
of claim 12 is withdravm as the claim is cancelled. 
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It is noted that the rejections of claims 3, 4, 8, 11, 12 is withdrawn as the claims are 
cancelled. 

With regard to the metes and bounds of the phrase, "perceptible from the outside," as 
recited in claim 1, Applicant indicates that the phrase refers to any modification or alteration of 
the yeast organism that can be measured on or outside of the modified organism and 
distinguishable from a wild-type unmodified yeast. Applicant indicates that on page 7, lines 13- 
17, the specification sets forth that analysis can "in principle include any modifications of the 
mRNA or protein steady state (transcription, translation, stabilization, etc.) and thus may also be 
carried out by protein profiling as well as the aid [of] [sic] [lacuna] protein assays." As such, 
"physical" (e.g. size, shape, growth, or rate of cell division, see page 1, lines 33-38) and "non- 
physical attributes" such as secreted proteins are encompassed by the specification and the term 
"perceptible from the outside" of the yeast organism. In response. Applicant's response does not 
clarify the metes and bounds of the claimed invention. While Applicant has clarified what is 
encompassed by a "perceptible" phenotype, wherein the term encompasses characteristics that 
can be detected by the naked eye and by an instrument (e.g. a tool that detects secretion of 
growth factor from a cell or microarray results that detect changes in gene expression), 
Applicant's response now raises the question of how step a) of claim 1 is carried out. In step a) 
of claim 1, an artisan needs to select yeast that comprise a transgene which does not produce a 
detectable change of the phenotype which is perceptible from the outside of the yeast. However, 
all yeast comprising a transgene will produce a detectable change in their phenotype, as detection 
of phenotype, according to Applicant's response, includes changes in gene expression that 
compensate for the changes caused by the transgene (see specification, page 2, line 38 to page 3, 



Application/Control Number: Page 6 

10/736,801 

Art Unit: 1632 

line 8). As such, given the metes and boimds of what is encompassed by "phenotype" it is 
unclear how an artisan would arrive at any yeast that have no change in phenotype following 
introduction of a foreign gene into the yeast. As such, claim 1 and its dependent claims remain 
rejected. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States, 

Claims 1, 9, 10, 17, 18, 20, 21, 23 remain rejected under 35 U.S.C. 102(b) as being 
anticipated by Chattopadhyay et al., 2000, Journal of Bacteriology, 182: 6418-6423, for reasons 
of record, April 10, 2007. 

Applicant's arguments filed October 3, 2007 have been fully considered but they are not 
persuasive. 

Applicant indicates that claim 1 has been amended such that the heterologous expression 
of at least one protein or protein fragment occurs as a result of introducing a foreign gene into the 
yeast organism. Support can be found in the amendment of the instant specification, page 4, line 
27. In response, this is not persuasive. The yeast used in Chattopadhyay et al.'s experiments are 
btnl knockout yeast, wherein the knockout was made by homologous recombination (see Pearce 
and Sherman, 1997, Yeast, 13: 691-697; Figure 1). The recombination construct contains a HIS3 
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reporter gene, wherein when HIS3 is expressed by the yeast, the yeast do not exhibit a detectable 
change of their phenotype perceptible from the outside of the yeast. 

It is noted that while a 1 12, 2"^* rejection has been written above, the Examiner maintains 
the rejection. It is understood from a strict reading of the specification that the yeast selected in 
step a) of claim 1 are yeast that have no readily apparent phenotype. Chattopadhyay et al. is 
readable on the claimed invention since Chattopadhyay et al. teach that btnl knockout yeast have 
no readily apparent phenotype and a phenotype was detected following disruption of btn2 and 
hsp30 in btnl disrupted yeast. 

Thus, the rejection remains . 

It is noted that the rejection of claim 5 is withdrawn as nothing in Pearce and Sherman, 
1997, indicates that the His gene was driven by an inducible promoter. 

The rejection of claims 3, 4, 8, 1 1 is withdrawn as the claims are cancelled. 

Conclusion 

No claims allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 



Application/Control Number: Page 8 

10/736,801 

Art Unit: 1632 

will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 . 
CFR 1 . 1 36(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joanne Hama, Ph.D. whose telephone number is 571-272-291 1 . 
The examiner can normally be reached Monday through Thursday and alternate Fridays from 
9:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Peter Paras, can be reached on 571-272-45 17. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) can now contact the 
USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic Business Center is a complete 
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service center supporting all patent business on the Internet. The USPTO's PAIR system 

provides Internet-based access to patent application status and history information. It also 

enables applicants to view the scanned images of their own application file folder(s) as well as 

general patent information available to the public. For all other customer support, please call the 

USPTO Call Center (UCC) at 800-786-9199. 

Joanne Hama 
Art Unit 1632 



/Mne Marie WefiBe/ 
Primary Examiner, A.U. 1633 



